CENTER FOR DRUG EVALUATION AND RESEARCH

APPLICATION NUMBER: 83607

MEDICAL REVIEW(S)




. DATE COMPLETED:

~NAME OF DRUE:
' DATE OF SUBMISSION: 10-3073; 11-2-73 and 11-9-73

'REVIEW OF RESUBMISSION - AMENDMENT
»];zjéjé“i ;“’AﬁDA"#;F,83-§Q7sQ”,&
ST CO. NAME: Richlyn Labs. Inc.
~.Castor & Kensington Aves.
hiladelphia, PA 19124

 Hydrochlorothiazide Tablets, 25 mg. and 50 mg.

e
B

TYPE OF SUBMISSION: Resubmission - amendment.
CLINICAL EVALUATION: e

1. Review of Studies: The preViously submitted’statistical analysis of the
performed bioavailability study is under review.

2. Review of Labeling:

a. Container labels: FPL is submitted for the following distributor:

The submitted bottle labels (100's and 1,000's of the 25 mg. tablet;
100's of the 50mg. tablet) are satisfactory.

b. Package insert: Not submitted in thié'amenﬁment. - The distributor
will use Richlyn's insert.

CONCLUSION: The submitted container labeling for ! ~ satisfactory.
RECOMMENDATION:  The firm is to be so notified. |

s

J. Bacsanyi, M.V.
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"REVIEW OF RESUBMISSION & AMENDMENT

wonrs
0 NAME&?RiEﬁiYH:L;Bé);‘Inc}'2" i
- - Castor & Kensington Aves. R

" Philadelphia, PA 19124 e

NAME OF DRUG: Hydrochlorothiazide Tablets, 25 mg. and 50 mg. |

DATE OF SUBMISSION: 10-17-73 (resubmission) and 10-22-73 (amendnent)

TYPE OF SUBMISSION:

_CLINICAL EVALUATION: .

1. Review of Studies: the requested statistical analysis of the submitted

bioavailability study is provided in the resubmission.

2. Review of Labeling:

a. Container labels: FPL is submitted for the following distributor:

It is satisfactory.

b. Package insert: Not submitted in this amendment. The distributor
will apparently use the insert approved for Richlyn.

CONCLUSION: 1. A statistical analysis of the performed bioavailability
study is submitted. : i

2. FPL for a new distributor _ réisubmitted and it
is satisfactory. T

RECOMMENDATION:. 1. Refer the s&bmitted statistical analysis to DCR.
- 2. Notify the firm that the labeling submitted for
: ‘is satisfactory.

| /8/
= - J. Bassanyi, ﬁyﬁ.
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- DATE COMPLETED:

’*Q;'NAME oF DRUG:

lTYPE OF susmrsson~ Amendment

iz-zz-zs

| astor ‘and Ken51ngton Aves..ftffAf;j
: h11ade1ph1a, PA 19124- =~

DATE OF SUBMISSION:‘ -25-73

CLINICAL EVALUATION

1. Review of Stud1es Bioavallabllity study has a]ready been performed -
under evaluat1on hy DCR

2. Rev1ew of Labe11ng..

a) Container labels' FPL 1s submitted for one of the distributors of the.
drug: Interstate Drug Exchange, P]alnview. L, I., NY 11803. The
submitted labels are sat1sfactory.;‘, - .

b) Package insert: Not subm1tted in th1s subm1551on. The firm will use
R1ch1yn s insert.

CONCLUSION: The submitted label is satisfactory
RECOMMENDATIONS: The firm is to be so notified.

| ‘\%\ 1\ -

~- J. Bacsanyi, MWD, w7 : | i




Bate Completed: S . |
' o o chlyn Labs, Inc. . T ]
.. Carter & Kensington Aves. o ;
Phil. PA 19124 ‘ R
NAME OF DRUG : i
DAEE oF SUBMISSION{‘_‘ o %
TYPE OF SUBMISSIO&{ 1
CLINICAL EVALUATION~
- 1. Review of Studies'\ S
Bioavailability study has already been performed - under evaluation |
by DCR.
2. Review of Labeling‘:‘ .
a. Container labels' : -
The submitted FPL 1s satisfactory.
b. Package Insert: Not submitted in this submission.
Previously evaluated and approved. Lo
CONCLUSION: The submitted FPL is satisfactory from a medical standpoint.
RECOMMENDATION: The £1rm 1s to be so notified. \ oo R
7. Bacsanyi, ¥/D.
1/73
- N i
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‘ATE COMPLETED: 8-28-73 -~ ' - = " \anpaA #: 83-607
| S mm Lebs, Inc. =
... Larter and Kensington Aves. ,
R SR o "*“Philadelphia, Pa. 1912 _
NAME OF DRUG: Hydrochlorothiazide Tablets, 25mg and sang

DATE OF SUBMISSION' 5-1h-73, 5-1:7-73, 5-21-?3, 5—29—73, 6—1-73, 6-5-73, 6-22-73, 6-29-73;-
7-19-73 :

TYPE OF SUBMISSTON: Amendments fo new distributors. e

i

INICAT, EVATUATION: -

1. Review of Studies:
The previously submitted bioavailability protocol has been evaluated by DCR.

2. Review of Labeling: ,
&. Container Labels: FPL is submitted for the following distributors:
1. (50mg tablets)
2. ats)
3. The Interstate Drug Exchehge, Inc. Engineers Hill, Plainview, L.I., N.Y. 11803
L,
5.
6. Spencer-Mead, Inc. Valley Stream, New York 11582
7.
8.

f
S
24

;,;..

The label is not saitsfactory; The main heading should be the name of the
drug. ~ ; .
The rest of the labels are acceptable.

A v,
e A

b. Package Insert: Not su’bmitted in this submission. Previous]& evaluated and

approved.~ - 5
CONCIUSION: The container label foi- 1 should be revised. The rest of the labels are
satisfactory.
RECOMMENDATIONS : Request revision of the containers label f Tne distributor: ‘n.
- )
6 J'Baw)j; ﬁoD [

/ AJJW%WX/J 7= e




REVIEW OF ANDA =~ '

Date Completed: 3/12/73 ~u,; %'“ .. (( ANDA #: 83-607
- e T AR yn Labs., Inc.

v~ Castor & Kensington Aves.
T "ﬁ%;~ Philadelphia, Pa. 19124

'.NAME or nnuc. Hydrochlothiazide Tablets, 25 ng; and 50 mg.a

DATE OF sunulssxon~ 3/22/73

TYPE OF SUBMISSION: ANDA,wM”;‘

Clinical EVALUATION: .~
1. Review of Studies:

A;"Manufacturingtinformation, ingrediehts etc. will be evaluated

by ist. _
B. A ﬁiﬁgﬁgge%rotocol for ‘the requited bioavailability is submitted.

2, Review of Labeling:
a. Container Labels:
FPL for the bottle coﬁtainefs is submitted, it is satisfactory.
b. Package Insert: |

The submitted FPL 1s satisfactory.

CONCLUSIONS:

1. All the labeling is medically approvable. .
2. A protocol for the required bioavailability study is submitted.

RECOMMENDATIONS :

Refer bioavailabiiity protocol to DCR for evaluation.

o
N
J. T. Bacsanyi} M.D.

4/19/73
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REVIEW OF AMENDMENTS

. '

DATE COurpxng:_lzélaejq;,;@k

ANDA #: - 83-607

CO. NAME Richlyn Labs. Inc.
Castor & Kensington Ave.s
iiPhiladelphia, PA 19124

vir

NAME OF DRUG‘ Hydrochlorothiazide Tablets,‘25 mg. and 50 mg.
DATE OF SUBMISSION:‘ 1-22-74 .

TYPE OF SUBMISSIDN: Amendmenté.for new distributors.

CLINICAL EVALUATION:

1. Review of Studies: A bioavailability study. has been submitted and is
~under review by DCR.

2. Review of Labeling:

a. Container labels:; FPL is sbbmitted for the following distributors:

These labels are‘satisfactory.

b. Package insert: Not submitted in this submission.
The distributors will use Richlyn's insert.

CONCLUSION: The submitted distributor labeling is satisfactory
RECOMMENDATION:  The firm is to be so notified,

NOTE: This firm does not have an- approved ANDA for Hydrochlorothiazide.
: M Seife, M.D.

sl
J. Bacsanyi, MD.




'e  REVIEW OoF AMENDMENT
~€?ANDA #: 83-607

 DATE COMPLETED: - 2-12-74

- co. NAME Richlyn Labs. Inc.
. . Castor & Kepgsington Aves.
Philadelphia, PA 19124

NAME OF DRUG. Hydrochlorothiazide Tablets 25 mg. and 50 mg
Mmﬂ%%m%MPIQLMmML%J4 k”?g?f
TYPE OF SUBMISSION; Amendments for a new distributorf

»

CLINICAL EVALUATION:

1. Review of Studies: The previously submitted statistical analysis of
the performed bioavailability study is under review.

~

2. Review of Labeling:

a. Container labels: FPL is submitted for the 100 andil 000 tablet
containers. They are satisfactory.

b. Package insert: Not submitted in this amendment. The distributor will
use Richlyn's insert.

conclusion; - The sub@ﬂtted distributor labeling is satisfactory.
RECOMMENDATION: The firm is to be so notified.,

Note:This ié not ‘an approved ANDA

J? Bacsanyi, MYD.




DATE COMPLETED: 8-5-77

B R
SN

"REVIEW OF SUPPLEMENTS |
ANDA #: 83-607/S-001 to S-012

CO. NAME: Richlyn Labs., Inc.
Philadelphia, PA 19124

APPROVAL DATE: 6-6-77

NAME OF DRUG: Hydroch}orothiazidg Tablets, 50 mg.
DATE OF SUBMISSION: 6-16-77; 6-30-77; 7-12-77
TYPE OF SUBMISSION:

1. Review of Studies: none submitted.

2. Review of Labeling:

5-008

S-009
S-010
S-011

R.A. McNeil Co., Chattanooga, TN 37416

(trade name - M-Zide)

Interstate Drug Exchange, Plainview, L.I., NY 11803
Spencer-Mead, Inc., Valley Stream, NY 11582

Wolins Pharmacal Corp., Melville, NY 11746

A1l these labels are satisfactory.

CONCLUSION: The submitted distributor labeling is satisfactory.
RECOMMENDATIONS: The firm is to be so notified.

~
N

U. BaCsanyi, W.D.

FPL is submitted for the following distributors -




REVIEN OF AMENDMENT
" ANDA # \

- 83- 607

© DATE cQMFLETED: 31 74 '

"f\Richlyn Labs., Inc.
“Castor & _Kensington Aves
S . ¥Ph11ade1ph1a PA 19124
 NAME OF .'”DRUG H_ydroch'lorotmazide Tablets, 50 mg' | S
DATE OF susmssmn 2- 6-74 |

TYPE OF SUBMISSIQN Amendment for a new d1str1butor

Lo . A . k N e e g PN e .

CLINICAL EVALUATION:
1. Review of Stud1es' None subm1tted none requ1red
2. Review of Labe11ng ‘ \

a) Container labels: The submitted FPL (for the 100 tablet containers)
is satisfactory. (Trade name: -

b) Package insert: Not subm1tted in this submission. The distributor
will use Richlyn's insert.

CONCLUSION: The submitted distributor labeling is satisfactory.
RECOMMENDATIONS: The firm is to be so notified.

/o
el D

J. Bacsanyi, M.




DATE COMPLETED: 41274 ]5'gfa; ” ANDA #: 83607

0 NAME* Rfch]yn Labs., Inc -
; ~ . Castor & Kensington Aves
Philadelphia PA 19]24

NAME OF DRUG Hydroch]orothlaztde Tablets, 50 mg.i~~
DATE OF SUBMISSION - 3- 15-74 S

- TYPE OF SUBMISSION Amendment for a new dIStributor.,‘" §

s
Yo

CLINICAL EVALUATION: , e

1. Review of Studies: None submitted - none requiréd.
2 ' : o :

2. Review of Labeling: o

a) Container labels: The submitted FPL for the J tablet containers
is satisfactory. . '

-b) Package insert: Not subm1tted in th1s subm1SS1on. The diStributor
will use Richlyn's insert. )

CONCLUSIONS: The submitted d1str1butor 1abe11ng is satisfactory.
RECOMMENDATIONS: The firm is to be so notified.

/S/

¥. Bacsanyi, M.D.




 REVIEW OF AMENDMENTS Sl | -
. ANDA #: B3- 607 o ; ! e -
- CO. NAME:

© DATE COMPLETED‘ 7-31-78

Richlyn Labs., Inc
Castor & Kensington Aves
hilade]phia, PA 19]24

”;"ENAME OF DRUG: . Hydroch de Tables
. DATE oF susmssmn 523 74 and 5- 30 74

‘TYPE OF SUBMISSION Amendments for néw d1str1butors (e .
! CLINICAL EVALUATION ey “ 5 |
1. Review of- Stud1es* None submltted - none requ1red

2. Review of Labeling:

a) Container labels: FPL fs submitted for the following distributors -

1.
2. , ) . RRI:
A1l these labels are satisfactory.

b) Package insert: S

v -

Not submitted in this subm1ss1on The distributors will use
Richlyn's insert.

CONCLUSIONS: The submitted distributor labeling is satisfactory
RECOMMENDATIONS: The firm is to be so notified.
oy
J. Bacsanyi, M}D.

NOTE: Recommend that further distributor amendments not be aporoved until
ANDA is approved M Se1fe M D o i . e




REVIEW OF AMENDMENTS

‘ “co. NAME: “Richlyn Labs., Inec.
. . Castor & Kensington Aves.
. .. Philadelphia, PA 19124

DATE COMPLETED: 9-19-74 = =

- NAME OF DRUG: - Bydrochlorothiazide Tablets,

50 mg. -
DATE OF SUBMISSION: 8-7-74 and 8-22-74 . -
TYPE OF SUBMISSION: Amendmente for new distribturos

CLINICAL EVALUATION:

-~ L. Review of Studies: None éubrmltted - none required A l
2. Review of Labeling: - ‘
a. Container Labels: FPL is submitted for the following distributors: w

[ ERER :

2. UErnevw . wersoa [t JRRNE NI - :

b. Package Insert: Not submitted in this submission. The distributors will

use Richlyn's approved insert. ‘ x
CONCLUSIONS: The submitted distributors labeling is satisfactory. : ;
RECOMMENDATIONS: Approval for the Gemeva Generics amendment should be refused. ;
This was submitted after the company received our last letter, .

which requested suspension of submitting further amendments .. o

for new distributors. ' ' o

. O

- |

7L |

—r \ N T ‘

¥ J. Bacsany¥, 'M.D. |

i




REVIEW OF AMENDMENT
DATE COMPLETED: 12-12-74 ANDA #: 83607

N
CO. NAME: Richlyn Laboratories, Inc.

Castor & Kensington Aves.
Philadelphia, PA 19124

NAME OF DRUG: Trade & Generic: Hydrochlorothiazide Tablets, 50 mg.
DATE OF SUBMISSION: Nov. 5, 1974

TYPE OF SUBMISSION: Amendment for a new distributor:

CLINICAL EVALUATION:
1. Review of Studies:

The bioavailability status of this application is under clarification.
2. Review of Labeling:

The submitted labeling for the 1,000 bottle container is satisfactory.

CONCLUSIONS: The submitted distributor labeling is satisfactory.

RECOMMENDATIONS: Approval for this amendment should be refused until thé '
company answers our letter of August 9, 1974, regarding
the bioavailability status of this drug. 2

/S/

\J. Bacsanyi,/JM.D.




REVIEW OF AMENDMENT

DATE COMPLETED: 3-31-75 ANDA #: 83-607

CO. NAME: Richlyn Labs., Inc,
Castor & Kensington Aves,
Philadelphia, PA 19124

NAME OF DRUG: Hydrochlorothiazide Tablets, 50 mg.

DATE OF SUBMISSION: 11-24-74, 12-31-74, 1-7-75 & 1-31~75
TYPE OF SUBMISSION: Amendments for new distributors

,% CLINICAL EVALUATION:

l. Review of Studies: A submitted biocavailability study was found
unsatisfactory by DCR.

2. Review of Labeling: FPL is submitted for the following distributors:
a. Spencer-Mead, Inc., Valley Stream, NY 11582 (for the bottle of 100's)
c. Interstate Drug Exchange, Inc. Plainview, L.I., NY 11803

d. Spencer-Mead, Inc., Valley Stream, NY 11582 (for the bottles of 1,000's)
All this labeling is atisfactory

CONCLUSIONS: The submitted distributor labeling is approvable.

RECOMMENDATIONS: Withhold approval of these amendments since Richlyn
hasn't clarified the status of bioavailability of this drug.

T .5 -
J. Bacsanyi, MJ,D.

'4=1-75




- REVIEW OF AMENDMENT

DATE COMPLETED: 11-14-75 ANDN #:  83-607
CO. NAME & ADDRESS:
Richlyn Labs., Inc.
Philadelphia, PA 19124

NAME OF DRUG: Hydrochlorothiazide 50 mg Tablets

DATE OF SUBMISSION: 6-27-75 and 7-3-75

TYPE OF SUBMISSION: Amendments for distributors

CLINICAL EVALUATION:

1. Review of Studies: A submitted biocavailability study was found unsatisfactory
by DCR.

2. Review of LAbeling:
a. Container LAbels: FPL is submitted for the following distributors:

1. R. A. McNeil Company, Chattanooga, TN 37416, Trade name: M-Zide
These labels are satisfactory

CONCLUSIONS:

1. The submitted distributor labeling is acceptable.

2. No response to our request for submission of bioavailability information.

RECOMMENDATIONS: Withhold approval until Richlyn responds to our réquest on the
- bioavailability of the drug.

S/

3. Bacsanyi, [M.D.




